TH'S OPI NI ON WAS NOT WRI TTEN FOR PUBLI CATI ON

The opinion in support of the decision being entered
today (1) was not witten for publication in a | aw
journal and (2) is not binding precedent of the Board.
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DECI S| ON ON APPEAL

Thi s appeal was taken fromthe exam ner's deci sion

rejecting clainms 69, 70, 72 through 78, 80 through 84, 87

! Application for patent filed May 26, 1992. According
to applicant, this application is a continuation of
Application No. 07/150,475, filed January 28, 1988; which is a
conti nuation of Application No. 06/843, 405, filed March 24,
1986; which is a continuation of Application No. 06/559, 569,
filed Decenber 8, 1983; which is a continuation-in-part of
Application No. 06/513,145, filed July 12, 1983, all of which
wer e abandoned.
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t hrough 90, and 92 through 96, which are all of the clains
remai ning in the application.

REPRESENTATI VE CLAI M5

Clainms 69 and 95, which are illustrative of the subject
matter on appeal, read as foll ows:

69. A nethod of treatnent or prophylaxis of thronbosis,
enbol i smor other conditions where it is desired to produce
fibrinolytic or proteolytic activity selectively in the
presence of fibrin via the nechani smof plasnm nogen activation
whi ch conprises adm nistering by injection or intravenously to
a patient a plasm nogen activator conposition conprising a
pl asm nogen activator conponent, said conponent being a human
t PA/ human pro-t PA coupl e conposed of from70 to 100% human
pro-tPA and fromO to 30% human t PA.

95. A pharmaceutical conposition suitable for the
treatment or prophylaxis of thronbosis or enbolism which
conposition acts selectively in the presence of fibrin by
means of | ocal plasm nogen activation and which is in dosage
units for injection or intravenous infusion, said conmposition
conpri si ng:

(a) a human t PA/ hunman pro-tPA coupl e conposed of 70-100%
human pro-tPA and up to 30% human t PA; and

(b) a physiologically conpatible nedium

THE REFERENCES

In rejecting all of the appealed clains under 35 U S. C
8§ 103, the exanminer relies on the follow ng reference:

Collen et al. 0 041 766 Dec. 16, 1981
( Eur opean Patent Application)
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In taking the position that a person having ordinary
skill in this art would have difficulty draw ng a correl ation
between in vitro test results and utility in vivo, the

exam ner relies on the follow ng reference:
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D. Collen, "Synergismof Tissue-Type Pl asm nogen Acti vator
(t-PA) and Singl e- Chai n Uroki nase- Type Pl asm nogen Acti vat or
(scu-PA) on Clot Lysis In Vitro and a Mechanismfor this
Effect,"” 57 Thronbosis and Haenobstasis no. 3, 373 (1987).

THE | SSUE

As stated in the Exam ner's Answer, page 2, section (4),
the previously entered rejections under 35 U.S.C. § 112, first
par agraph, and under 35 U.S.C. § 103 over the Reich et al.
reference, have been w t hdrawn.

The sol e issue on appeal is whether the examner erred in
rejecting clainms 69, 70, 72 through 78, 80 through 84, 87
t hrough 90 and 92 through 96 under 35 U. S.C. § 103 as
unpat ent abl e over European Patent Application 0 041 766.

DEL| BERATI ONS

Qur deliberations in this matter have included eval uation
and review of the following materials: (1) the instant speci-
fication, including all of the clainms on appeal; (2)
applicant's Appeal Brief, the Reply Brief, and the
Suppl enmental Reply Brief; (3) the Examiner's Answer; and (4)
the above-cited references relied on by the exam ner.

On consideration of the record, including the above-
listed maiterials, we reverse the examner's rejection under

35 U.S.C. § 103.
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DI SCUSS| ON

Initially, we agree with the examner's finding that the
cl ai med pharnmaceuti cal conposition and net hod are not
descri bed by European Patent Application 0 041 766 within the
meani ng of 35 U.S.C. § 102.
We have carefully revi ewed European Patent Application
0 041 766 in its entirety, including the clains therein. At
best, this reference suggests that pro-tPA has "sufficient
bi ndi ng capacity to fibrin" and behaves "in the sanme way" as
t PA when subjected to i nmunodiffusion anal ysis and quenching
experinments (European Patent Application 0 041 766, Exanple 4,
| ast paragraph). This reference teaches the use of tPA, not
pro-tPA, as a pharnaceutical. See clains 18 and 19 of
Eur opean Patent Application 0 041 766, drawn to a
pharmaceuti cal composition and a nethod of preparing a
phar maceuti cal conposition, which depend fromclains 1 through
3 but exclude the subject matter of claim4 drawn to pro-tPA.
Contrary to what a person having ordinary skill would
have expected at the tinme the invention was nade, per the
t eachi ngs of European Patent Application 0 041 766,

applicant's specification describes the superiority of pro-tPA
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over tPAin treating thronbosis and rel ated di seases. In
show ng the characteristics of pro-tPA and in predicting its
superior performance in vivo, applicant sets forth in vitro
data in the specification (Exanples 8 and 10). The 1986 and
1988 publications of Rao and Rijken, respectively, further
support the fact stated in the specifi-cation that pro-tPAis
nore advant ageous than tPA as a pharma-ceutical for treating
thronbosis and rel ated di seases. The Rao and R j ken
publications (copies attached to the Supplenental Reply Brief)
provi de evidence that pro-tPAis clinically superior to tPA
when admi nistered in vivo to human patients.

Havi ng consi dered all the evidence of record, including
the Rao and Ri j ken publications, we find that the clainmed
subj ect matter possesses unexpectedly superior properties. On
this basis, the rejection of clains 69, 70, 72 through 78, 80
t hrough 84, 87 through 90 and 92 through 96 under 35 U S.C
8§ 103 as unpatentabl e over European Patent Application 0 041
766 is reversed.

REVERSED

SHERMAN D. W NTERS
Adm ni strative Patent Judge )
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